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DETAILED ACTION 

The RCE dated 11-15-05 is acknowledged. 
Claims included in the prosecution are 27-67. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 27-67 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

It is unclear as to what applicant considers as 'polyenyl phosphatidylcholine' as 
recited in claims 1 and 48. A careful review of the specification indicates the use 
of soybean phosphatidylcholine. While the term, 
'polyenyl' represents two or more double bonds; soybean phosphatidylcholine contains 
fatty acids besides linoleic, linolenic and oleic acids. Clarification is requested. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale In this country, more than one year prior to the date of application for patent In the United 
States. 

4. Claims 27-29, 31, 33-40, 44-46, 48-50, 52, 54-61 and 65-66 are rejected under 
35 U.S.C. 102(b) as being anticipated by WO 93/15731. 



Application/Control Number: 09/670,346 Page 3 

Art Unit: 1615 

WO 93 teaches liposomal compositions containing vitamin E phosphate and a 
method of protecting cells from chemically induced injury and stimulating cell 
repair. The chemicals taught are ethanol and allyl alcohol. The administration is 
done by various claimed modes. The composition is also taught to be 
administered directly into the tissues during or following transplant or surgery 
(note the abstract, pages 3-12 and claims). 
Although WO does not specifically teach that the phosphatidylcholine is from soybeans 
(polyenyl phosphatidylcholine) since the examples and the results obtained in both WO 
and instant invention are identical (see example 2 in instant specification and example 9 
in the reference, the use of the same phosphatidylcholine is implicit. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 27- 67 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
WO 93/15731 cited above in combination with Aleynik et al (J, Investigative Medicine, 
1 999) or perricone (6,191,121). 

The teachings of WO have been discussed above. As pointed out above, 
although WO does not specifically teach that the phosphatidylcholine is from 
soybeans (polyenyl phosphatidylcholine) since the examples and the results 
obtained in both WO and instant invention are identical (see example 2 in instant 
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specification and example 9 in the reference, the use of the same 
phosphatidylcholine is implicit. 

Aleynik teaches that polyenylphosphatidylcholine prevents fibrosis induced by 
alcohol and CCI4 and opposes the associated oxidative stress (abstract. 
Introduction and discussion). 

Perricone while disclosing treatment of skin damage using 
polyenylphosphatidylcholine teaches that this compound itself is an active 
antioxidant that protect against lipid peroxidation and liver damage (col. 5, lines 
22-52). 

Assuming that the phosphatidylcholine taught by WO is not a 
polyenylphosphatidylcholine, it would have been obvious to one of ordinary skill 
in the art to prepare liposomes made of polyenylphosphatidylcholine in WO 
since this compound itself is an antioxidant, prevents oxidative stress as taught by 
Alenik, and Perricone and one would expect at least an additive effect. What is lacking 
in WO is the teaching that the oxidative stress is due to iron. However, the reference 
clearly teaches that vitamin E phosphate is effective in protecting against the oxidative 
damage caused by chemicals and illustrates using some chemicals. It would have been 
obvious to one of ordinary skill in the art therefore, with a reasonable expectation of 
success 

that vitamin E phosphate will be effective irrespective of which chemical causes the 
oxidative damage. WO also does not teach oral administration of the composition and 
that the composition could be administered in a beverage. However, in view of WO's 
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teachings on page 4, lines 1-5 that the route of administration of VEP will depend on the 
target organ, one of ordinary skill in the art would be motivated to use any mode of 
administration including oral administration and in a beverage form with a reasonable 
expectation of success. 

7. Claims 35-36, 41, 56-57 and 62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 93/15731 by itself or in combination with Aleynik et al (J, 
Investigative Medicine, 1999) or Perricone as set forth above, in combination with 
Mehansho et al (5,888,563). 

The teachings of WO and Perricone have been discussed above. As pointed out 
above, WO does not specifically teach the claimed modes of administration. 

Mehansho et al teach food and beverage products, chewing gums and lozenges 
which contain liposomes (bilayers). The compositions contain vitamin E (tocopherol) 
(abstract, col. 8, line 43 through col. 9, line 41 col. 11, line 67 through col. 12, line 21, 
Examples VI and VII and claims). 

It would have been obvious to one of ordinary skill in the art to deliver the 
compositions of WO, WO, Aleynik, and Perricone orally or mucosally and using 
beverage products with a reasonable expectation of success since the reference of 
Mehansho shows that vitamin E containing compositions can be administered using 
these means. 

8. Claims 32, 43, 53 and 64 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 93/15731 by itself or in combination with Aleynik et al (J, 
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Investigative Medicine, 1999) or Perricone as set forth above, in combination with 
Hendler (5,114,957), 

The teachings of WO and Perricone have been discussed above. What is lacking 
in WO is the teaching of oral administration in the form of capsules. This mode of 
administration however, would have been obvious to one of ordinary skill in the art, with 
a reasonable expectation of success since Hendler teaches that vitamin E phosphate 
compositions can be administered as capsules (col. 5, lines 34-47). 
9. Claims 32, 36, 42, 53. 57, and 63 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 93/15731 by itself or in combination with Aleynik et al (J, 
Investigative Medicine, 1999) or Perricone as set forth above, in combination with Pest 
(4,439,432). 

The teachings of WO have been discussed above. What is lacking in WO is the 
teaching of the administration in the form of a suppository. This mode of administration 
however, would have been obvious to one of ordinary skill in the art, with a reasonable 
expectation of success since Pest teaches that vitamin E compositions can be 
administered as suppositories or orally (abstract and claims). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
(571) 272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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